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Background

=» 2.64 million scientific procedures involving living animals were carried out in Great Britain in
2024 (latest available statistics). This represents a negligible 1.21% decrease compared to
2023. This included 2,646 procedures on dogs and 1,936 procedures on non-human primates.

=» In 2025 alone, 6.5 million animals were approved for use in experiments over the coming
years, including 6,482 beagles and 4,518 monkeys, as well as over 3.6 million mice and almost
2 million fish.

=» Animal-free, human-specific techniques, such as artificial intelligence and the advanced use of
human cells and tissues, can provide results that are much more relevant to people.

> The Government made a manifesto commitment to ‘partner with scientists, industry, and civil

society as we work towards the phasing out of animal testing’ and in November
published its Replacing Animals in Science strategy . See our briefing and statement on
the strategy.

=» Around the world, policymakers are taking action to phase out animal experimentation. If
Britain is to keep pace, the Government’s roadmap must be strengthened to include Herbie's
Law, which would enable the phase-out of animal experiments over the next decade.

United States of America

=> April 2025 - The US Food and Drug Administration (FDA) announced a plan to phase out the
animal testing requirement for monoclonal antibodies and other drugs, replacing them with

more effective, human-specific methods, and published a roadmap with a 3-5 year vision
to ‘make animal studies the exception rather than the norm for preclinical safety/toxicity
testing. 'The National Institutes of Health (NIH) in the United States have also announced
that they will be adopting a new initiative to prioritize human-specific research technologies.

=» The roadmap clearly describes the failure of animal tests to predict responses in humans:
‘There is growing scientific recognition that animals do not provide adequate models of human
health and disease. Over 90% of drugs that appear safe and effective in animals do not go on to
receive FDA approval in humans predominantly due to safety and/or efficacy issues.' For more
information on the roadmap see our blog here and read the Centre for Human Specific
Research’s article here.
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-» December 2025 - The FDA issued new guidance to outline specific product types for which it
believes six-month non-human primate toxicity testing can be eliminated or reduced. The FDA
has estimated that currently a typical nonclinical program with a monoclonal antibody product
could include more than 100 non-human primates, incurring costs of $50,000 per non-human
primate.

=» January 2026 — Environmental Protection Agency (EPA) Administrator Lee
Zeldin publicly recommitted that the EPA is getting ‘back on track with reducing mammalian

animal testing and recommitting to the ambitious goal laid out during the first Trump
Administration to eliminate the practice by 2035."

=» March 2026 — The FDA issued draft guidance to support drug developers in validating human-

specific technologies as alternatives to animal testing. This validation framework is designed
to enable broader integration of human-specific technology into drug development and
regulatory submissions. Importantly, the draft guidance clarifies that the FDA does not require
amethod to be formally validated to enable use in drug development, as long as it is considered
fit-for purpose. The NIH announced it is investing more than $150 million to support
development, standardisation and adoption of human-specific technologies.

=» July 2025 — Canada published their roadmap to replace, reduce or refine vertebrate animal
testing under the Canadian Environmental Protection Act, 1999 (CEPA). This roadmap is
comprised of five elements: (1) the identification and prioritization of NAMs for regulatory
needs, (2) advancement of research and data generation, (3) promotion of harmonization and
collaboration, (4) communication and consultation with stakeholders, and (5)
implementation in CEPA regulatory programs related to the testing and assessment of
substances.

=» June 2018 - The Netherlands government established the Transition Programme for

Innovation without the use of animals (TPI), a collaborative programme to accelerate animal-

free science. The TPl has pioneered valuable collaborative initiatives such as 'helpathons’ -
workshops which bring together different parties to find animal-free approaches to address
research questions.

=» July 2025 — The Ombion Centre for Animal-free Biomedical
Translation was established. Heavily backed by €245 million of funding by

the Dutch Government and a mix of private and public partners, Ombion aims to improve and
accelerate the transition of new biomedical innovations to patients and users, at lower costs,
and without the use of animals.

=» October 2025 - Following debate in the Tweede Kamer (House of
Representatives) and Eerste Kamer (Senate), Dutch politicians voted to end public funding for
experiments on non-human primates at the Biomedical Primate Research Centre (BPRC) in
Rijswijk, the largest non-human primate laboratory in the country. As a result, over the next
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five years, around €12.5 million per year will now be reallocated from research involving non-
human primates to human-specific technologies.

July 2023 - Inresponse to a European Citizens' Initiative, the European Commission
committedin 2023 to developing a roadmap to phase out chemical testing on animals. The

roadmap development process has involved collaborative discussion with diverse stakeholder
groups, including those with expertise in animal protection and non-animal testing

methods. The Commission intends to publish this roadmap by the first quarter of 2026 at the
latest.

July 2025 - The Commission published its Life Sciences Strategy which proposes that the

Horizon Europe programme will allocate €50 million to the development of New Approach
Methodologies (which it defines as ‘innovative experimental methods that do not involve live
animals’), through its 2026-2027 work programme.

December 2025 — The EU Commission published plans for a European Biotech Act,

which will accelerate the development of innovative new treatments and therapies for
patients. The Biotech Act is clear that human specific technologies in ‘biological research, early
discovery, preclinical development, and the regulatory and quality testing of medicinal products
and medical technologies, have the potential to generate scientific and technological data
that are comparable to, or in some cases more informative and generated more rapidly than,
those obtained through current standard methods.’

March 2023 — The Government of India passed an amendment to the New Drugs and Clinical

Trial Rules to allow researchers to use non-animal and human-specific technologies for testing
the safety and effectiveness of new drugs.

May 2025 - Construction began on the Alternative Animal Testing Facility which will focus

onreplacing traditional animal testing with human-specific technologies such artificial organs,
3D tissue models, and computer-based predictive systems. Supported by approximately $25
million, the facility will also serve as a national training hub, hosting academic conferences and
providing technical support to private testing labs seeking international certification. Itis
expected to be operational by October 2026.

While international regulatory guidelines often generate the expectation that new drugs
should be tested on animals, these do not represent a legal obligation and have not prevented
the significant progress described above.

In answer to a Written Question in September 2023, the then Government confirmed

that 'there is no United Kingdom legislation that mandates animal testing’, explaining that ‘the
non-clinical assessors have always taken the approach that data from a suitably validated
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model that has been demonstrated to be predictive could be submitted in lieu of animal data
(...)". This had previously been explained by an MHRA employee (speaking in a personal
capacity) during evidence given to the All-Party Parliamentary Group on Human-Relevant

Science.

=>» In November 2025, this position was re-affirmed in the Government's Replacing Animals in
Science strategy which stated that ‘Regulatory authorities in the UK, U.S., EU and Australia
have all approved clinical trials of biological therapies without the use of standard preclinical

animal data packages. These approvals have been made on a case-by-case basis for each
product where the safety profile was anticipated to be acceptable, the in vitro data provided
had been generated using validated and robust methods, and a robust clinical biomarker
monitoring program based on validated safety biomarkers had been established."

How Britain can become a global leader in human-specific life sciences
=> Toreflect both our scientific excellence and national concern for animal protection, the

Government's roadmap must now be strengthened to include Herbie's Law without delay.

> Herbie's Law would set an ambition of phasing out animal experiments in medical research
over the next decade, supporting the scientific community with the transition to more modern
and human-specific techniques. It's named after a rescued beagle.

How you can help: actions for parliamentarians

=» Join the APPG on Phasing Out Animal Experiments in Medical Research as a Member.

> Meet with us to discuss further opportunities for working together —we have an exciting
programme of events and initiatives planned.

=>» Table written or oral questions on this topic or apply for a debate (we can assist with drafting
and provide briefing information).

> Write to Government Ministers to show your support for Herbie's Law.

=» Contact us to be added to our growing list of over 155 current MPs and Peers who support
Herbie's Law.

Contact details and further information

For more information or to arrange a short meeting, please contact Isobel Martin, our Public Affairs
Director (isobel@animalfreeresearchuk.org; 07935 854 231)
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